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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
02/05/2009 has been entered. 

Status of the Claims 

No new amendments have been filed. Therefore, claims 1-26 and 28-39 are 
currently pending examination. 

Rejections and/or objections not reiterated from the previous Office Action are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set of rejections and/or objections 
presently being applied to the instant application. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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Claims 1-4, 6-23, and 29-36 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Osman et al. (International Application Published Under the PCT, 
Published 12/07/2000) as evidenced by Barry et al. (Atmosphere, weather, and climate, 
Published 1976). 

Osman et al. teaches a microfoam comprising a physiologically acceptable gas that is 
dispersible in the blood and an aqueous sclerosant liquid wherein the sclerosant is 
aqueous polidocanol, the concentration of polidoconal being from 0.5 to 4% vol/vol in 
the liquid. The microfoam is characterized in that it has a density of 0.1 1 to 0.14 g/ml 
and a half-life of at least 2 minutes, more preferably 2.5 minutes, and most preferably 3 
minutes. The more preferable physiologically acceptable blood dispersible gas 
comprises 99% or more oxygen with the remainder being carbon dioxide, nitrogen, and 
trace gases in the proportion found in atmospheric air. (See claims 49, 51 , 55, and 58 
and page 9, paragraph 1 and 3). Osman et al. further teaches a device for producing a 
microfoam where the chamber is pressurized at 0.01 to 0.9 bar over atmospheric 
pressure and comprises pressurized source of physiologically acceptable gas and upon 
an activation mechanism the gas being contacted with aqueous sclerosant liquid 
wherein the microfoam passes through a passage of cross-sectional dimension 0.1 to 
30pm, preferably 5 to 25pm, and more preferably 10 to 20pm. (See claims 19, 20, 21 
and 30 and page 1 1 , paragraph 1). The canister is made by the method comprising pre- 
purging with 100% oxygen for 1 minute, filling the canister with 15 ml of sclerosing 
agent, and pressurizing with oxygen of 1 .7 bar over atmospheric pressure and 
maintained at this pressure through the use of the canister. (See page 24, example 2). 
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Osman et al. further teaches a method of treating a patient in need of sclerotherapy of a 
blood vessel comprising administering a microfoam to the blood vessel. The canister is 
such that it contains sufficient gas and solution to form up to 500ml of microfoam, more 
preferably 1 to 200 ml and most preferably 10 to 60 ml of microfoam to treat at least one 
varicosed human saphenous vein. (See claim 65 and page 19, paragraph 5). With 
regard to the instantly claimed amount of nitrogen gas being present, Osman et al. 
anticipates the instant concentration since it teaches that the remaining 1% of gas that 
is not oxygen should include nitrogen in the proportion found in air. Barry et al. teach 
that nitrogen is found to be 78.08% of the total composition of air. (See page 25, Table 
1.1). Therefore, the amount of nitrogen in the gas composition of Osman etal. would be 
0.78% which reads on the instant claims. Therefore, the instant claims are anticipated 
by the prior art. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 
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3. Ascertaining the differences between the prior art and the claims at issue; 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1. Claims 5, 24, 25, 26 and 28 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Osman et al. (International Application Published Under the PCT, 

Published 12/07/2000) as evidenced by Barry et al. (Atmosphere, weather, and climate, 

Published 1976). 

Applicant Claims 

Applicant claims foam comprising a sclerosing agent and gas phase of 0.0001 to 
0.5% nitrogen gas and at least one physiologically acceptable gas; a canister 
comprising the components of the foam and method of making the canister. Applicant 
further claims a method treating a patient with an injection of the foam. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

The teachings of Osman et al. are discussed above. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Osman et al. teaches a gas phase comprising carbon dioxide, oxygen, and 

minor amount of nitrogen gas. However, Osman et al. does not anticipate a gas phase 

comprising 0.0001 to 0.5% nitrogen gas but does make such a gas phase obvious. 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 
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It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to have a gas phase comprising a mixture of carbon dioxide, oxygen, 
and 0.01 to 0.5% of nitrogen gas. One would have been motivated to use such a 
composition because Osman et al. teaches a gas phase comprising preferably 70 to 
80% oxygen, 20 to 30% carbon dioxide, and a minor amount of nitrogen. It would 
therefore mean that the composition may comprise between 0 to 10% nitrogen which 
covers the instantly claimed concentration of 0.01 to 0.5% nitrogen. For the foregoing 
reasons the instantly claimed invention would have been obvious to one of ordinary skill 
in the art at the time of the instant invention. 

2. Claims 37-39 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Osman et al. (International Application Published Under the PCT, Published 
12/07/2000) as evidenced by Barry et al. (Atmosphere, weather, and climate, Published 
1976) in view of Frullini et al. (Sclerosing Foam in the Treatment of Varicose Veins and 
Telengiectases: History and Analysis of Safety and Complications, Published 01/2002). 

Applicant Claims 

Applicant claims foam comprising a sclerosing agent and gas phase of 0.0001 to 
0.8% nitrogen gas and at least one physiologically acceptable gas. Wherein the gas 
bubbles of the foam are no greater than 500um and are primarily less than 280pm in 
diameter. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

The teachings of Osman et al. is disclosed above. 
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Ascertainment of the Difference Between Scope the Prior Art and the Claims 
(MPEP §2141.012) 

Osman et al. is silent as the size of the gas bubbles of the foam. This deficiency 
is cured by Frullini et al. 

Frullini et al. teach, "The definition of a sclerosing foam (SF) is a mixture of gas 

and liquid sclerosing solution (detergent type) with tension-active properties. The gas 

must be well tolerated or physiologic and the bubble size less than 100u." (See page 

1 1 , Column 1 , Lines 5-8). Frullini et al. further teaches that there is "a higher rate of side 

effects" due to "the large size of the bubbles which easily spread along vessels." (See 

page 12, Column 1, Lines 28-30). 

Finding of Prima Facie Obviousness Rational and Motivation 
(MPEP §2142-2143) 

It would have been obvious to one of ordinary skill in the art at the time of the 

instant invention combine the teachings of Osman et al. with Frullini et al. Therefore, 

one of ordinary skill in the art at the time of the instant invention would through routine 

optimization arrive at the instant claimed bubble size diameter in light of the teachings of 

Frullini et al. One would have been motivated to do so in order to provide foam that has 

a minimal amount of side effects. For the foregoing reasons the instantly claimed 

invention would have been obvious to one of ordinary skill in the art at the time of the 

instant invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AN Soroush whose telephone number is (571) 272-9925. 
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The examiner can normally be reached on Monday through Thursday 8:30am to 
5:00pm E.S.T. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number 
For the organization where this application or proceeding is assigned is 571-273-8300. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



AN Soroush 
Patent Examiner 
Art Unit: 1616 

/Johann R. Richter/ 



Supervisory Patent Examiner, Art Unit 1616 



